


-_ NOTICES 

of a new 56-foot length overall steel ves- 
sd to engage in thti l3shez-y for salmon, 
tuns+ and crabs. 

Notice is hereby given. pursuant to the 
ortjvisions of 16 US.C. 742~. E%heries 
Loan Fund Procedures (50 CER Part 
250, as redsed), and Reorganization 
plan No. 4 of 1970, that the above-en- 
tit&d application is being considered by 
the N8t,iOIld &!kiJ.lS Fisheril?S ~WJiCE?. 
National Oceanic and Atmospheric Ad- 
ministration, Department of Commerce, 
Iuteriorl3uilding. Weshingtc~n,DC 20235. 
An$xperson d&ring to submit evidence 
that the contem~latecl operation of such 
veseIwilI~auseeconomichardshS~ or 
inJury to e5dent vessel operators &I-’ 
reads OperatIm in that aherg must 
submit such evidence in wrking to the 
Director, National Marine Ffsheries 
Ser9i~ within 30 days from’ the date of 
publication of this notice. If such evi- 
dence fs received it wilI be evaluated 
along rpIth such,other evidence as may 
be avaflable before making a detcrr&a- 
tion that the contemplated operation of 
the vessel wiU not cause such economic 
haTclshlp~riujurY. 

neomydn base US9. (oquivaknt to a~- 
prosimotely 200 mUI.&- neomsctn 
sulfate) : by Dkunond LaboratorIes, Inc., 
2538 Southez& 43d Street, Des Nofacs, 
IOWS 50304. 

6. Neomycin Solution; each cubic ccn- 
timeter contains 200 mfUimnms of neo- 
mydn suIbte, comme&Id grade, eqtiva- 
lent tc 140 xnilUgram6 neomycfn base; by 
The S. l-3. blrnssenyl Co,, Veterinary DL 
vision,Bristc~l,Te~. 37620. 

7. Nebmycln Sulfate, SteriIc; each 
cubic centimeter co&&s 140 m!llluams 
of neomycin sulfate; by Xnurry Biolog- 
ical Co,. Inc., 6109 Southwestern Avenue, 
LosAngeles,cfillf.90047. 

8. Biosol: each pound contains. 10 
srams neomcvdn suUatc (eqdvnlent to 
WSP. ac!Mty) equivnlent to 7 m 
neomydn base; - by The Utijohn 
Company, Kstemnzoo, Afich. 4000L 

The Academy evaluated these drugs 
as probably effective for use in the con- 
trol and treatment of bactcrlnl enterMs 
in cattle, horses, sheep, coats, Mm?, 
dogs, cats, turkeys, obickens, duclrs, and 
mink, and as a wet atibacterInI dressln~ 
in swine, cnttle, sheep, and do& The 
Academy shted: (1) CIalm6 made re- 
gardtns “for prevention of” or “to pre- 
vent” should be replaced with %s M aid 
in the control of” or “to dd in the con- 
trol of'; (2) the labelinc should mm 
that treated hntmnts must a&u&~ con- 
sume enough medicated feed or medi- 
~~dmat~rtoprovldenthc~peutrc dose 
under the conditions th& prevail-as D 
precwtion, the lfibel should stnte the 
desired oral dose per unit of w 
welsht per day for each EpecSes M a 
guide to effective use of the preparation 
in drinking wster or feed: (3) the Inbel- 
ing should warn that bral neomycin 
sulfate is not inmmted if animals have 
developed a septicen& es systemic la&Is 
of neomycin are not obtained bccnuse of 
the low degree of obsorptlon from the 
gf&rointestinsl tract: (4) the rccom- 
mended dosxes areinconsltent; (5) the 
labeling should cnutlon that cutaneous 
sensitivity lesions have been rejxtrkd 
(applicable when labeled for use us wet 
antibacterinl dressinc) ; (6) the disease 
clahn3 for prepnmtfons ndmfnistered 
oralW must be restrtcted to dMx~~e in- 
volvins t&e s&roLnt&innl tract because 
of the chemical and pharmncolocical 
properties of neomycin sulfate: nbd (7) 
each disr%Se cl&u should be properly 
qudhled as 3wproprlntc for us! in 
tdcrrae of disease) ctwsed by pztthogens 
sensitive to (name of drug>;’ and if the 
dfseese claim c?nnnot be so quaJIBed the 

Jm F. ~t?~Docz, 
Chief, 

bition of Finan& Assistance. 
IpEcDoc.71-691plled1-1&71:8:45am] 

DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 
(DESIll4316V) 

CERTAlN DRUG PRODUCTS 
CONTAINING NEOMYCIN SULFATE 

I DrugsforYeterinaryUsc;Drug NficacY 
Study Implementation 

The Food and Drug AdmlnistratiOn 
has evaluated reports received from the 

-National Academy of Sciences-Nati0nfi.l 
Rese8rch collncu, Drug EEBCSCY study 
Group, on the following oral aucl/or 
topical drug preparations: 

1. Neomycin Veterinary; packets con- 
t5inlOgrax1~ or26.6 gmms ofneomgdn 
base bo neomydn sulfate) ; by The 
Gland-O-Sac Co., a subsidiary of E. &. 
Squibb & sons, Inc., Agrlcultulal Re- 
searoh Ckster, Three Ekidges, N.J. 08887. 

2. Neo-My-Sol Solution; each cubfc 
Centimeter contains neomscin sulf8te 
eqlmalent 3.n activity txi 80 miwgrams of 
neomydn base; by The Gland-o-Lac Co., 
8 subsidiary of E. R. Squibb & Sons, &c. 

3.c!?bnd-o-LacNeomYc~VekRllnary: 
each 10 oz. packet, contains 140 grams 
of neomscin base: bs The Gland-O-La@ 
Co., a subsidiary of E. R. Squfbb & Sons, 
rue. 

4. Neomycin Sulfato Pen& each 
pound-con- 325 grqis of neomyti 
suEat (equiva3enE to 227.5 grams neo- 
mydn base her pound) ; by 6. B, P&tick 
& -co, Al&biofsGs FfM Divi3ion, 100 
Church Sweet, New York, N.Y. 10007. 

5. Neomycfn SolutSon; each cubic 
centimeter contabs 140 miwgrams of 

claim must be dropped, 
The- Food and DIU Admlnintmtfon 

conours with the Acad%y’§ ilndin@. 
Thb evaluation fs ConceTned only wml 

these drugs’ effeotiveness Md snfchr to 
the anlmd to whleh adfntnlster~ It 
does not t&e into account the s&b 
for iood use of food de&xi from &II.+ 
tnxited antmnts. Nothinc herein wili 
cunsltute a.b3r to. further proceedik~~s 
with respect to mz.9tIons of -wets of the 
drugs ‘or their metabolltes OS residues in 
food products de&W *from &3ted 
8nlmiLls. 

This announcement ispubU&ed Cl) to 
Inform nntnufncturem of the subject 
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(2) to inform iilI f&rested persons that 
such nrticles may be marketed movided 

comply with t&i other requirements of 
the Fidenl Food, Drug and Cosmetic 
Act. 

bfrmtincturers of the subject drugs 
me wotideti 6 months from the date of 
publIodion here& in the FZDEFSL 
R.EG%STER to submit adequate &cum&a- 
tion in sug~ort of the labeling used. 

Each holder of a new animal drug 
nppUc3tIOn r;hIch becane effective prior 
to October 10,1962, is requested to sub- 
mit updnting hformation as needed to 
mnke the apsQSc8tfon current vdth re- 
md to manufacture of the drug, inch& 
LnS b.fO~liOn on dtuscomponeb and 
comsxxition and also fnclu~ infor- 
maffon resnrW manufacturing meth- 
ods, faci.Utie.s and controls, in sccordance 
With th0 Tequtrements of section 512 of 
the act. 

. 

Written comments regalin:: f&is an- 
nOUnceXn@nt,hbiSng requests for an 
InformaI conference, map be addressed 
to the Bure3u of Veterinary Xedicfne, 
Food and m AclmUstm tion. 5600 
F&wL3ne,ROCb~e, bQI. 20852. 

The m8nuf~chtrer3 of the listed d.nJgs 
hwe been r&led a cow of the NASfHRc 
rewrt. AUY other inkested omon may 
obtain II COPY by writins to the Food 
rrnd Druc: AdmMstra 
thns ski& 200 
Wa.shi&on, D.C. 20204. 

This wtke k issued pursuan 
visions of the Federal Food &$ ‘Z 
Cormeffc Act (sees. 502, 512, 52 *Stat. 
105e51, BS amended, a2 sw. 343-x; 
21 USC. 332,360b) and under authority 
dekmted to the ComoIler of Food 
and DXU!P L21 CF!R 2.l20). 

mted: Jcultmry 5,1971. 

Ass*ute~~mp~~~ - 
for Comphinrce. 

Ira Dx.‘i%* Ned l-18-7%;8:45 am] 

CARTER-WALLACE, INC. 
Nuir Deplfatory;Noliee of Withdrawal 

of Approval of New-Drug Appli- 
cations 

A no&e or o%qortunI~ for hearing 
on the promami withdrawal of approval 
Of nC‘~dru~ aPP&nti ox&s No. O-604 and 
No. WE& both Zor the drug Nafr De- 
pilatory, nnb Ott mnendnlenls and sup- 
plamnts thereto held by I&l&e L3b- 
OdOtit% 0 dkfSi0~ bf LUter-Wallace, 
IdE, 701 Fifth Arenue, New York, XY. 
1002% was pubWed in W Fmu Rx- 
ye& of Februnry tZ1970 (35 PJR. 26% 

CA-WWce, Inc, filed a Ieff er re- 
questing a SO-d3y errtepsiou of the time 
permitted to request a hearing and re- 
quested further information on bof& 
ncm-dnxsapp~caffons.Snb~uent~,the 
fhm filed 0 letter agreeing to withdrawal 

19, 1971 

[ HeinOnline --- 36 Federal Register No. 12 page 837 (1971) { 


